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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on April 7, 
2009 has been entered. 

Response to Arguments/Remarks 

2. Examiner acknowledges amendments to claims 1 , 8 and 12-14, cancellation of claim 
7 and the addition of new claims 17-23. Claims 1-6, 8-9 and 12-23 are pending in the 
application. 

3. Applicant's arguments with regard to claims 1-6, 8-9 and 12-23 filed April 7, 2009 
have been fully considered, but are moot in light of new grounds of rejection 
necessitated by the amendments to the claims. 

4. As a result of the items supra, the instant Office Action is now made non-final. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
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forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 1-6, 8-9 and 12-23 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US Pat. No. 6,413,230 to Haupt (Haupt) in view of US Pat. No. 
4,972,826 to Koehler (Koehler). 

Note: Examiner has interpreted transmission element to broadly include any element 
(focusing or non-focusing) that allows a generated (extracorporeal pressure) wave to be 
transmitted or passed across it from an entry boundary to an exit boundary as is well 
accepted in the art (see US2003/01 99857 figs. 1-2, 5A and 5B, and 7A and 7B, and 
0056-0057) and disclosed by applicant (see section 0003 in instant application). 

In Reference to Claims 1 ,13 and 17 

Haupt teaches: 

A medical instrument for the treatment of biological tissue, comprising: 

a) a means for generating extracorporeal pressure waves, (see abstract, and 
figure 1) 

and 

b) a transmission element (2) for coupling the pressure waves into the body of 
living beings, 
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c) pressure wave coupling to the "transmission element by an impact member 
(10) hitting a transmission element (2) and the pressure wave propagates in and travels 
through the transmission element (2)" , 

d) a "typical" value for the stroke of the (exit boundary of the) transmission 
element of less than 0.5 mm (col. 4, lines 55-57) 

e) an inwardly curved exit boundary surface for pressure wave coupling into the 
biological tissue (see col. 2, lines 59-65) and a monolithic (e.g. single-piece) horn- 
shaped transmission element having larger diameter at the exit boundary surface than 
at an axially opposite entry boundary surface (see cols. 2, lines 59-67 and 3, lines 1-4). 

However, Haupt fails to teach where the transmission element focusedly couples the 
pressure wave into the biological tissue . 

In a related application using extracorporeal shock waves for biological tissue 
treatment, Koehler teaches the use of various focused (fig. 4, element 18) and non- 
focused (fig. 4, element 19) transmission elements for customizing shock wave 
generated pressure pulse profiles for medical purposes targeted toward providing 
therapy to a specific anatomical site in lieu of areas surrounding the target site (see figs. 
1 -4 and cols. 1 , lines 7-1 2, 2, lines 1 -1 2 and lines 23-29). Koehler further teaches the 
use of a horn-shaped transmission element with larger diameter than the entry 
element's boundary (fig. 4, element 19) to facilitate wave propagation and focusing on 
the target site (see fig. 4, element 18 and col. 3, lines 37-46). Koehler cites the 
combination of the various transmission elements (fig. 4, 18,19; 21-26 in fig. 5) as a key 
benefit in shaping the pressure pulse for therapeutic effect (cols. 3, lines 37-68 and 4, 
lines 1-5). He further suggests that the elements may be juxtaposed to one another 
(e.g. made integral; see col. 3, lines 58-61) in order to customize the pressure pulse (as 
cited earlier ;see note section supra). 
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Therefore, it would have been obvious to one of ordinary skill in the art at the time of 
the invention to have the incorporated the focused transmission apparatus of Koehler in 
the medical instrument of Haupt in order to better direct and focus the generated 
pressure (pulse) wave on the intended anatomical target as taught by Koehler. 
In Reference to Claim 2 

Haupt in view of Koehler has been shown to teach all of the limitations of claim 1 . Haupt 
in view of Koehelr further discloses: 

The medical instrument as defined in claim 1 , wherein the means for generating the 
pressure waves is an impact member (Haupt fig. 1,10) guided in a housing and 
adapted to reciprocated by means of a drive means, the impact member (10) exerting 
one or more impulses on the transmission element (2) and inducing a pressure wave in 
the transmission element (2) due to the impulse, said pressure wave propagating to the 
exit boundary surface (24) of the transmission element (2). (see Haupt col. 4, lines 1- 
57). 

In Reference to Claim 3 

Haupt in view of Koehler has been shown to teach all of the limitations of claim 2. Haupt 
in view of Koehler further discloses: (see Haupt fig. 1 for referenced structural elements 
below) 

The medical instrument as defined in claim 2, characterized wherein the impact member 
(10) is arranged coaxially to the transmission element (2). 

In Reference to Claim 4 



Haupt in view of Koehler has been shown to teach all of the limitations of claim 1 . Haupt 
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further discloses: 

The medical instrument defined in claim 1, wherein the pressure wave source may be 
driven periodically, the impact member (10) and the transmission element (2) being self- 
returnable, (see col. 2, lines 26-46). 

In Reference to Claim 5 

Haupt in view of Koehler has been shown to teach all of the limitations of claim 1 . Haupt 
in view of Koehler further discloses: 

The medical instrument as defined in claim 1 , wherein the impact frequency of the 
impact member (10) is about 1 to 30 Hz, preferably 1 to 12 Hz. (see Haupt col. 4, lines 
53-57). 

In Reference to Claim 6 

Haupt in view of Koehler has been shown to teach all of the limitations of claim 1 . Haupt 
in view of Koehler further discloses: 

The medical instrument as defined in claim 1, wherein a spring/damping element (Haupt 
fig. 1, 30) is provided between the transmission element (2) and the housing (4). 

In Reference to Claim 8 

Haupt in view of Koehler has been shown to teach all of the limitations of claim 1 . Haupt 
in view of Koehler further discloses: (see Haupt fig. 1 ) 

The medical instrument as defined in claim 1, wherein an intermediate element is 
arranged between the impact member (10) and the transmission element (2), which 
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intermediate element passes an impulse from the impact member (10) to the 
transmission element (2) (see col. 2, lines 46-52). 

In Reference to Claim 9 

Haupt in view of Koehler has been shown to teach all of the limitations of claim 1 . Haupt 
in view of Koehler further discloses: 

The medical instrument as defined in claim 1 , wherein the outer edges of the exit 
boundary surface of the transmission element are rounded or provided with a protective 
coating (see col. 2, lines 64-65). 

In Reference to Claim 12 

Haupt in view of Koehler has been shown to teach all of the limitations of claim 1 . Haupt 
in view of Koehler further discloses: 

The medical instrument as defined in claim 1 , wherein the impedance-adjusting media 
are provided between the exit boundary surface (24) of the transmission element (2) 
and the biological tissue for improving the coupling of the pressure wave into the 
biological tissue, (see claim 25 and col. 3, lines 5-10). 

In Reference to Claims 14-16 

Haupt in view of Koehler has been shown to teach substantially all of the cited claim 
features (see claim 13 and other rejections supra). In addition, Haupt further teaches 
wherein the impact member hits an entry boundary face of a transmission element and 
the impedance -adjusting means is an acoustically conductive medium located next 
to/around the opening exit boundary surface (see Haupt col. 3, lines 5-10 and 58-67). 
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Haupt in view of Koehler has been shown to teach substantially all of the cited claim 
features (see claim 17 and other rejections supra). These include a medical instrument 
as defined in claim 17, wherein: (see Haupt fig. 1 for cited diagram reference marks) 
the means for generating the pressure waves is an impact member (10) guided 
in a housing and adapted to be reciprocated by means of a drive means such 
that a pressure wave is generated and routed through a transmission element 
(see Haupt cols. 2, lines 67-68, 3, lines 1-5 and 4, lines 1-34), 
the impact frequency of the impact member (10) is in the range of 1 to 30 Hz, 
preferably 1 to 12 Hz (see Haupt col. 4, lines 53-57), 

a spring/damping element is provided between the transmission element and the 
housing (see Haupt fig. 1 , element 30), 

the exit boundary surface (24) of the transmission element (2) travels a stroke of 
less than 0.5 mm due to the impact member (10) hitting the transmission element 
(2) (see Haupt cols. 2, lines 41-45 and col. 4, lines 55-57), 
an intermediate element (9) is arranged between the impact member (10) and 
the transmission element (2), which intermediate element passes an impulse 
from the impact member (10) to the transmission element (2) (see col. 2, lines 
46-52), and 

impedance- adjusting means are provided between the exit boundary surface 
(24) of the transmission element (2) and the biological tissue for improving the 
coupling of the pressure wave into the biological tissue, and wherein the 
impedance-adjusting means is an acoustically conductive medium located 
substantially within the entirety of said concavely outwardly opening exit 
boundary surface (24) (see Haupt col. 3, lines 5-24). 
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Conclusion 

6. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Borodulin et al., Du et al., Dory, Eizenhofer, Favre, Menne (US 
6736784), Pauli et al., Sutrina et al., and Uber III have been included because they 
encompass in vivo shockwave-based treatment systems and methods similar in scope 
to applicant's proposed invention. 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Salieu M. Abraham whose telephone number is (571) 
270-1990. The examiner can normally be reached on Monday through Thursday 9:30 
am - 7:00 pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long Le can be reached on (571 ) 272-0823. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

6/12/09 SA 



/Long V Le/ 

Supervisory Patent Examiner, Art Unit 3768 
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